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5.0 510(k) Summary K112131 Pa??

Submitters Name and Address SEP 2 9 21
Neodyne Biosciences, Inc.
127 Independence Drive
Menlo Park CA 94025

Contact Person
Peggy McLaughlin
Consulting Vice President, Clinical & Regulatory Affairs
Neodyne Biosciences, Inc.
127 Independence Drive
Menlo Park CA 94025
Telephone: 650 504-8501
Facsimile: 650 543-7104
Email: PMcLaugbhlina2NeodvneBio.com

Date Prepared
25 July 2011

Name of Medical Device
Device Classification Name: Silicone Sheeting
Device Classification Number: 21 CFR 878.4025
Device Class: Class 1
Proprietary Name: Neodyne Dressing

Predicate Devices
Biodermis Corporation Epi-Dermi Silicone Sheeting (K003948)
3M Company Steri-Strip Antimicrobial Skin Closures (K8 13265)

Intended Use

The Neodyne Dressing is intended for use in the management of closed
hyperproliferative (hypertrophic and keloid) scars.

Device Description
The Neodyne Dressing is a non-sterile, single use adhesive silicone sheet to be used to
protect and manage a newly formed, closed scar. The Dressing is pre-strained prior to
application and applied over the new scar. The silicone sheeting protects and stress
shields the scar.
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K(1 12131 f Yp
Safety and Performance
Results of safety and performance testing demonstrate that the Neodyne Dressing is
substantially equivalent to the predicate devices. The performance of the Neodyne
Dressing is due to both its materials (silicone sheeting) and the stress shielding provided
by the pre-strained dressing. Bench testing confirmed that the Neodyne Dressing
provided the intended strain relief and functioned as intended.

Substantial Equivalence
The Neodyne Dressing is as safe and effective as Steri-Strips and Epi-Derm Silicone
Sheeting. The Neodyne Dressing has the same intended uses and similar indications,
technological characteristics, and principles of operation as its predicate devices. The
minor technological differences between the Neodyne Dressing and its predicate devices
raise no new issues of safety or effectiveness. Performance data demonstrate that the
Neodyne Dressing functions as intended. Thus, based on the indications for use,
technological characteristics, and performance data, the Neodyne Dressing has been
shown to be substantially equivalent to predicate devices.
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Neodvne lBioscienees, Inc.
$[MS. I'cuv N'I.,atrtzhl inl

CorISulltinit~ Vll, Clinical & Reguliatory Afflrs
127 Independence Dive
M\/enlo Park, Calitornia 94025

Re: K 112 131)
Trade/Devict: Name: Neodynle Dressinu UP~
Reunl-aition Number: 2 1 CU R 878.4025
Ret-ulation Namec: Silicone sheetino
kCRealtorv CIlass: I
lOiodict Code: 1\111A

Dated: September 9. 2011
Received: Septemober 13, 2011

Dear iMs. N/IcLauln1:

We have reviewed ourSection 51I0(k) prem-arket notificeat ion of intent to market the device
icirenedabove and have determinedI the device is substntiallv eqluivalent(o h niain

For' use Stated inl the ecl1Cosure1) to lglI'marketed predicate devices marketed inl interstate
cornme ice prior to Mvay 28, I 976, the enactment date of the !Vedical Dev ice Amend i enis, or to
devices that have been rclass H ccl in accordance with thie provisions of the Federal Food,- Drugu.
and Cosmetic Act (Act) that do not reqiClr approval 01' a prem-arket approval application (PMNA).
YOU noay, there fore, market the devi ce. subtjct to the general controlIs Pm visions of the Act. The
.oenerai controls provisions of the Act inll~ude requir-~eents for annuall reglistration, listine Of'

-~CS lO 1al]lat ilprcielbling, and prohibitions aoar nst nibadm n
adulteration. P lease note: CD RI- does nlot evalulate informnation related to contract Iliabili ty
warrYanties. \We remlind you1. however, that device labeling Must be truth lid and not inislead ing.

IffYoti r device is classified (See above) intio ci ther class 11 (Specil Contro Is) or class Ill (l1 NIA). it
[may be sulbjct to add itolnal IAtros. Existing'- laj~l or reglations a ffectin a \ou device canl be
fond inl the Code of' Fedceral keg u I atdons. Ti tle 21 I Parts 800 to 898. Inl add ition. FIDA may
publish further ann111onlcments concernni your device inl the Federal I~eaiSter-.

P lease be ad vised that F DA-'s iss tiarte of a substantial edltivalence determination does not mieant
that FDA has made a determinationl that y'our device complies with other requ iremvents of the Act
or any Federal statutes arid regulations administered by other Federal agzencies. YOtr mu~st
comply wvith all the Act's requirements, including, but not limited to: registration and listing (2 1



C FR Paln 807); libeling (2 1 CFUR Pl'n SOI): mledical device repor tinl'- (reporl Ut(liea
(I vi ce-ie I Lited aIdverse events) (2 I CF It 803); Loed nianu tI Ilu r aci Ice re IiC (I - c en is Lis set
br01th inl thle quality systems (QS) IgC I.' oIIn16 (2 1 CUI R Part 820); aind i I aI)pl icable.c te eli cectronic

pr Ioduct radition01 COnI trol provisions (Sction s 531 -542 ofI the Act); 2 1 C17R 1000- 1050.

If v'Onl desire sp~ecific dvice brl YOUrI deCvice on[ our labelIing rCula.1tion (2 I Clt PartL 801 )I plaSe
L, o IIItpLA/xvvw.,o /Ao I ,/,,c 1,--/- 'I1C -1FIc umI 15800k for ,(

tile Center (br Devices and Radiologicail -Icaths (C)RI-Ls) Office of Comlphlce AlSO please
nlote thle renilatiori entitleI d, 'M/isbranding by reference to pr einarket nioti iliation" (21 C Hlt Par t
807.97). For' queIstionIs regarding the reporting, of'adverse events tinder the N4DR regulation (21I
CU7R Part 803). please go to

Lw /\V\'\\. (a. c vNI d ial evics/S le v/e pnta['rb e/dc&iuIi.11 h bi o thle CDIt OI-IDIcc
of SU tiVe11M lanc iad 3io metr ics/Division of' Iostmarket S tI rVei Ice.

You mlay -vObtain Other 'eneral informIlation Oil \1our responsi bi ilties under thle Act firnl thle
Division of' Smlall anfaiILcturers I n1tirnatioIl and ConIsumer Assistance at its toll-free num~lber
(800) 638-2041 or (3)01) 796-7100 Or ait its Internet address
ha Ix //vxVvw. da.ia o v/,c VI ll Ia Dcx' iccs/Reso ures or- YoLI/I Ild istrIV/de La tIlIt. ill-

SinIcere I ' VOWrS.

LtC
cfo Nlurk N. N/Ielke iso n

Dirctor
Division of Surgical. Orthopedic
and Restorative Devices
ODicc of Device F val trat ion

Center for Devices and
Ritdioloeoical HeIalth

Flnclosure
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4.0 Indications for Use Statement

Indications for Use Form
510(k) Number: K1 12131
Device Name: Neodyne Dressing

Indications for Use:

The Neodyne Dressing is intended for use in the management of closed
byperproliferative (hypertrophic and keloid) scars.

(Paesrtio 1CR81subatD AND/OR Over-The-Counter Use X
(Pat 2 CF 80 Supar D)(21 CER 801 Subpart C

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (0 E)
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